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(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). Autnonty 

These annexes consist of a total of sheets. . 



3. This report contains indications relating to the following items: 

I E Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

nX^jS?^*^? nd ™ Rule 6 . 6 - 2 < a >W> with re 3 ard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement wiwwmy, 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 
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I. Basis of the report 



1 SESHSSSI^ 

Description, Pages 

1 ' 71 as originally filed 

Claims, Numbers 

as originally filed 

Drawings, Sheets 

1 ^~ 2 ^ as originally filed 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23 1 (b)) 

□ the language of publication of the international application (under Rule 48.3(b)) 

° R^SS^St*" fUmiShed ^ PUrP ° SeS ° f international Penary examination (under 
3 - !STa« .... . 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form 

° Sfn^besMSmish '^'^ romputer <°™ ls '*»*<»' <° »*> »«en seance 

The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5 D ™nS£ld« 



6. Additional observations, if necessary: 



.... - »P.m.n „««, reg ard ,„ „„ veKy , ,„„„„„. step md toduMria , app|k>ab 

□ the entire international application, 

B claims Nos. 1 -4 (all partially),S,6,7-8 (all partiaHy),9-1 1 
because: 

see separate sheet 
see separate sheet 

-■ "sas 1 " r-,^.-.- "-r^.-rr bv *• -!-*■» ~. «. o P «„„ 

8 SSS SMroh "•»" - — *— tor *. «Ud old™ No* ^ p^,^ (a „ 

□ «« torn, r,a s no, been ,um ls hed or does no. co mpV wi,h ,h. Standard 

□ me comber read*,, form has no, been KWsned or does no, oomp,,, »» „ s^^. 
IV. Lack of unity of invention 

1 • in response to the invitation to restrict or pay additiona. fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

H neither restricted nor paid additional fees. 
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3. Thfc Authority consider that the re^remee. of unity of invention in acoordanee with Rules 13.1 , 1 3.2 end 13.3 

□ complied with. 

□ not complied with for the following reasons: 

4 - SSSSEk estlbSZT^* intemati ° nal appliCation were th * of Internationa, preliminary 

□ all parts. 

H the parts relating to claims Nos. 1-4 (all partially), 5,7-8 (all partially) . 

5STan S i^ »— * inventive step or .ndustna. app.icabHity; 

1. Statement 
Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 

2. Citations and explanations 
see separate sheet 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



8 (see separate sheet, item 3) 

# 

8 (see separate sheet, item 3) 
3,5,8 (see separate sheet, item 1) 
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1). a). Claims 3,5 and 8 relate to subject-matter considered by this Authority to be 
covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 
formulated with respect to the industrial applicability of the subject-matter of these 
claims (Article 34(4)(a)(l) PCT). 

b). For the assessment of the present claims 3,5 and 8 on the question whether 
they are industrially applicable, no unified criteria exist in the PCT Contracting 
States. The patentability can also be dependent upon the formulation of the 
claims. The EPO, for example, does not recognize as industrially applicable the 
subject-matter of claims to the use of a compound in medical treatment, but may 
allow, however, claims to a known compound for first use in medical treatment 
and the use of such a compound for the manufacture of a medicament for a new 
medical treatment. 

2) . The inhibition of calcium T-channel activity in itself (see claim 1) is not a 

therapeutic application since this effect still needs to find a practical application in 
the form o a defined, real treatment of any pathological condition in order to make 
a technical contribution to the art and to be considered as an invention. Hence 
the subject-matter of claims 3 and 5 (due to its dependence to claim 1) which 
appears to relate to a method of therapy, is not clear since it does not define the 
patholog.cal condition treated by the administration of the T-channel antagonist 
(see in contrast claim 8). ^ 1 

3) . The subject-matter of claim 8 is novel since it is not disclosed thus far in the 

available prior art. 

The subject-matter of claim 8 does not involve an inventive step since the skilled 
person knows from D1 (=KUMAR P P ET AL: "Synthesis and evaluation of a new 
c ass of Nifedipine analogs with T-type calcium channel blocking activity" 

^^"^^f™ 1 BALTIMORE, MD, US, vol. 61, no. 3, March 
2002 (2002-03), pages 649-658, XP002237191 ISSN: 0026-895X) that the 
compounds of formula (I) are T-type calcium channel blockers. The fact that T- 
type channel blockers are used for the treatment of essential hypertension in 

dosages spaced at least one day apart is known form D2(=KOBRIN I ETAL- 
Safety of Mibefradil, a New Once-a-Day, Selective T-Type Calcium Channel " 
Antagonist" AMERICAN JOURNAL OF CARDIOLOGY, vol. 80, no 4B 1 997 
pages 40C-46C, XP002267729) for the T-type channel blocker mibefradil. Hence, 
the subject-matter of claim 8 is obvious by combining the teachings of D1 with D2 
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4). In case the present application would enter the European Phase, WO 03/062201 
(Publ. date: 31 .07.2003; Prio. dates: 18.01 .2002 and 1 1 .03.2002; Filing date: 
14.01.2003) would be prejudicial to the novelty of the present application since it 
d.scloses compounds of formula (I) for the treatment of hypertension (see page 
48, paragraph [0107]). 
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